From: Christopher Mizzo

Sent: Wednesday, April 09, 2008 7:23 PM

To: Markush.Comments

Cc: John Desmarais

Subject: Additional Comments of GlaxoSmithKline in Response to U.S. Patent and Trademark
Notice of Proposed Rulemaking

Attn: Kathleen Kahler Fonda, Legal Advisor
Office of the Deputy Commissioner for Patent Examination Policy

Dear Ms. Fonda,

Attached please find the Additional Comments of GlaxoSmithKline in Response to U.S.
Patent and Trademark Office Notice of Proposed Rulemaking -- "Examination of Patent
Applications That Include Claims Containing Alternative Language,” 73 Fed. Reg.
12,679 (Mar. 10, 2008).

Respectfully submitted,

Chris Mizzo
John M. Desmarais

F. Christopher Mizzo | Kirkland & Ellis LLP
655 Fifteenth Street, N.W. | Washington, DC 20005
Tel: 202-879-5147 | Direct Fax: 202-654-9447
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The information contained in this communication is
confidential, may be attorney-client privileged, may
constitute inside information, and is intended only for
the use of the addressee. It is the property of

Kirkland & Ellis LLP or Kirkland & Ellis International LLP.
Unauthorized use, disclosure or copying of this
communication or any part thereof is strictly prohibited
and may be unlawful. If you have received this
communication in error, please notify us immediately by
return e-mail or by e-mail to postmaster@kirkland.com, and
destroy this communication and all copies thereof,

including all attachments.
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be greater than the sum of its individual parts. See Weber, 580 F.2d at 458. Thus, if finalized,
these proposed rules would doubtlessly affect an applicant’s rights under the Patent Act. These
proposed rules are, therefore, substantive and beyond the bounds of the PTO’s statutory
authority. See GSK, -- F. Supp. 2d --, at *6.

Moreover, the two Federal Register notices addressing these proposed rules do not
indicate that the PTO understood and adhered to the limitations on its rulemaking authority. In
fact, in litigation dealing with other rulemaking, the PTO advocated that it was not bound by
Merck’s statement that the PTO lacks general substantive rulemaking authority because that
statement was mere dicta. See GSK -- F. Supp. 2d --, at *6 (rejecting the PTO’s contention that
the holding in Merck was mere dicta). The PTO’s positions in that litigation and in the notices
of proposed rulemaking dealing with these proposed rules reflect a fundamental
misunderstanding of its limited rulemaking authority.

Because the PTO has misperceived the limits of its rulemaking authority when proposing
these rules, the issuance of the proposed rules as final would render them arbitrary and
capricious. See SEC v. Chenery Corp., 318 U.S. 80, 94 (1943); Prill v. NLRB, 755 F.2d 941, 948
(D.C. Cir. 1985). Thus, the proper approach is for the PTO to withdraw these proposed rules and
determine whether there are any alternative language reforms that it can implement consistent
with its limited rulemaking authority.

Conclusion

While GSK appreciates the administrative concerns expressed in the PTO’s original
Notice of Proposed Rulemaking, these proposed rules go too far. The rules diminish applicants’
statutory rights and, thus, exceed the PTO’s limited authority to promulgate regulations. In light
of this, and for the reasons set forth in its October 15, 2007 comments to the PTO and PhRMA’s
October 9, 2007 comments to the PTO, GSK encourages the PTO to withdraw these rules and
consider less burdensome alternatives that are consistent with the PTO’s limited rulemaking
authority. GSK looks forward to your thoughtful consideration of these issues and remains
available to discuss these matters at your convenience.

Respectfully submitted,
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John WY Desmarais, P.C.



